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Context

• Australian government-funded programs are being  

encouraged to apply experimental and quasi-

experimental evaluation methods to increase 

rigour and enable the strongest justification for 

programming investment decisions1.

• Randomised Controlled Trials (RCTs) provide the 

most scientifically rigorous method to determine 

causality and therefore impact (rather than just 

correlation) 

• In an RCT, participants are randomly assigned to 

either an intervention group(s) or a control group. 
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Rationale and objective

• Studies using control groups sometimes raise 

ethical questions as one group of participants can 

be perceived to have missed out.

• How can we apply learnings from clinical trials and 

implement them in social and behavioural 

evaluation to strengthen the ethical foundation of 

our practice?
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Control groups

• A clinical trial is a research study that prospectively 

assigns human participants to a health-related 

intervention to evaluate the effects on outcomes

and typically uses a control group as the 

comparator3. e.g. RCT.

• Control group and the intervention group should 

be identical except that the intervention group 

receives the intervention which is being tested.

• Achieving two groups which are (statistically) 

identical relies on the study’s inclusion and 

exclusion criteria and randomisation.

• Significance testing relies on a minimum number 

of participants, based on effect sizes from other 

studies4.
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Control group types (1)

• The following 3 examples5 translate to: 

‘Between participant’ evaluation designs:

1. ‘No treatment’ control:

• A group that receives no intervention

2. Placebo control:

• A group that receives a sham intervention (like a 

sugar pill) to account for the psychological effects 

of receiving any treatment.

3. Active or standard-of-care control:

• A group that receives an existing, known-to-be-

effective treatment or intervention.
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Example – The RISC study6
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Control group types (2)

4. Within-participant control:

• Participants are compared to themselves at 

different time points (e.g pre and post data).

- 9 -



24/09/2025© Palladium

Stopping rules/guidelines7-9

• Stopping guidelines in RCTs, are predefined rules 

that determine when an experiment should be 

terminated early.

• In clinical research, stopping guidelines are used 

to discontinue a group either: 

• 1.) where there is identified harm/risk of harm; 

• 2.) where there is evidence confirming a superior 

effect in one group over another.

- 10 -

Definition



24/09/2025© Palladium

Ethical concerns - finding the balance7-9
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The decision to stop a trial early requires careful evaluation of the potential benefits and harms, considering the 
impact on both current trial participants and future participants. This is both an ethical and VfM imperative!

Protecting patients from harm: Early stopping rules, particularly for benefit, can prevent patients in the control 
group from being exposed to an inferior treatment for an extended period. 

Ensuring trial integrity: Conversely, stopping a trial early can compromise the statistical power of the study 
because the minimum number of participants is not reached, potentially leading to less reliable results. This 
raises concerns about the validity of the findings and their generalizability to other patient populations.

Data Monitoring Committees assess interim data and make recommendations about stopping trials.  Maintains 
blinding for study team and provides an objective assessment of unblinded interim data.
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Translation opportunities from clinical trials
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Prospectively agree on stopping rules 
with your stakeholders so that if the 
monitoring data trigger the stopping 

rule, there will be an agreed approach. 
Decide the magnitude of difference of 
the interim data which will trigger the 

stopping guideline.

Consider the benefit of using a Data 
Monitoring Committee to enable 

objective decision re: discontinuation of 
intervention or control group.

Feedback monitoring loops used in 
adaptive management represent 
appropriate milestones for interim 

analysis of data.

Limited funding can be an advantage 
as programs are often commenced in 

smaller geographic regions or sub-
populations. This provides an 

opportunity for a control group and 
even better if the choice can be 

randomised!
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Further reading

• ACE Evaluation Library | evaluation.treasury.gov.au
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